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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 31 October 2007 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-21 and 23-36 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) |EI Claim(s) 1-21 and 23-36 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 
A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
10/31/07 has been entered. 

Applicant argues that the stimulation compound does not yield the same results as 
VEGF. 

Applicant points to the synergistic effects of HIF & VEGF but this is not commensurate 
in scope with the claimed invention. 

Applicant also argues "There is no disclosure in either the Semenza patent or the 
Cancer Research Article of utilizing the discovery that HIF-1 c~ promotes VEGF 
production with an implantable prosthesis. " and this is true otherwise the rejection 
would' ve been an anticipation rejection. 
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Claim Rejections -35USC§103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a 
person having ordinary skill in the art to which said subject matter pertains. Patentability shall not be 
negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent 
any evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to 
point out the inventor and invention dates of each claim that was not commonly owned at the 
time a later invention was made in order for the examiner to consider the applicability of 35 
U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 1-21 & 23-36 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Carlyle et al(99/37337) in view of Semenza et al(6124131) or Tsuzuki et al(Cancer Research. 
60. 2000). 

Carlyle teaches a medical device on to which VEGF has been attached to promote 
population of the device with viable cells and other positive results. Carlyle teaches all of the 
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claimed devices in detail through the reference and also details means for attaching the 
peptide to the device in all the methods applicant claims. The reference teaches all of the 
claimed limitations except that the reference uses VEGF and does not teach using a VEGF 
stimulation compound however at the time the invention was made it would have been 
obvious to one of ordinary skill in the art at the time the invention was made to substitute a 
known VEGF stimulation compound for the VEGF used by Carlyle because such a compound 
would cause the production of the desired compound VEGF. Applicant does not seem to 
dispute that HIF-1 alpha is a known stimulator of VEGF production. The coating of a VEGF 
stimulating compound on a medical device would produce the same desired results as sought 
by Carlyle. Carlyle doesn't teach using HIF-la as the stimulator/ agonist of VEGF, however it 
would have been obvious at the time the invention was made to use HIF-la in lieu of VEGF in 
the process of Carlyle or device of Carlyle because Semenza and Tsuzuki teach that HIF-la is a 
known stimulator of VEGF . There was a reasonable expectation that substituting HIF-la for 
the VEGF in the invention of Carlyle would produce like results. 

The substituting of one known element (e.g. HIF) for another to obtain (VEGF) 
predictable results (the promotion of a device with viable cells) would have been obvious at 
the time the invention was made. Express suggestion to substitute one functional equivalent 
for another need exist for the claimed invention to be obvious. See In re Fout 213 USPQ 532. 

Further, as held in KSR v Teleflex (550 US 2007), even if an "obvious to try" scenario 
existed, the claimed invention would be obvious if a finite number of solution (substitutions) 
existed and the results were predictable. In the instant case, the art teaches the usefulness of 
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VEGF in conjunction with medical devices and the prior art also teaches that VEGF is 
stimulated by HIF. 

As the references clearly indicate that the various proportions and amounts of the 
ingredients used in the claimed device are result effective variables, they would be routinely 
optimized by one of ordinary skill in the art in practicing the invention disclosed by those 
references. 

Generally, differences in concentration or other similar experimental variables 
will not support the patentability of subject matter encompassed by the prior art unless 
there is evidence indicating such differences are critical. 

"[Wjhere the general conditions of a claim are disclosed in the prior art, it is not 
inventive to discover the optimum or workable ranges by routine experimentation." In 
re Aller, 220 F.2d 454, 456, 105 USPQ 233, 235 (CCPA 1955) ; >see also Peterson, 315 F.3d 
at 1330, 65 USPQ2d at 1382 ("The normal desire of scientists or artisans to improve upon 
what is already generally known provides the motivation to determine where in a 
disclosed set of percentage ranges is the optimum combination of percentages. ");< ** In 
re Hoeschele, 406 F.2d 1403, 160 USPQ 809 (CCPA 1969). For more cases applying this 
principle, see Merck & Co. Inc. v. Biocraft Laboratories Inc., 874 F.2d 804, 10 USPQ2d 
1843 (Fed. Cir.), cert, denied, 493 U.S. 975 (1989); In re Kulling, 897 F.2d 1147, 14 
USPQ2d 1056 (Fed. Cir. 1990); and In re Geisler, 116 F.3d 1465, 43 USPQ2d 1362 (Fed. 
Cir. 1997). 

Accordingly, the claimed invention was prima facie obvious to one of ordinary 
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skill in the art at the time the invention was made especially in the absence of evidence 
to the contrary. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 31-36 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

Applicant generically claims a medical device (and method of making thereof) 
comprising "a stimulation compound" however the specification does not contain an 
adequate description for the entire scope of this limitation and thus the claims. The 
generic "stimulation compound" encompasses compounds clearly chemically unrelated 
to the HIF-1 disclosed in applicant's specification and clearly beyond what applicant has 
shown possession of in the instant specification. The written description requirement 
for a claimed genus may be satisfied through sufficient description of a representative 
number of species by actual reduction to practice, reduction to drawings, or by 
disclosure of relevant, identifying characteristics, i.e., structure or other physical and/ or 
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chemical properties, by functional characteristics coupled with a known or disclosed 
correlation between function and structure, or by a combination of such identifying 
characteristics, sufficient to show the applicant was in possession of the claimed genus. 
See Eli Lilly, 119 F.3d at 1568, 43 USPQ2d at 1406. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Leon Lankford whose telephone number is 571-272- 
0917. The examiner can normally be reached on Mon-Thu 7:30-6. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 

supervisor, Mike Wityshyn can be reached on 571-272-0926. The fax phone number for 

the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http:/ / pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Leon B Lankford Jr/ 

Primary Examiner, Art Unit 1651 



